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DETAILED ACTION 
Claim Rejections - 35 USC § 102 

1 . The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

2. Claims 1-21 and 23-32 are rejected under 35 U.S.C. 102(b) as being anticipated 
by Rand et al. (WO 98/56444). 

As to Claim 1, Rand discloses a holder for dispensing a dispensing container 
system (the combination of elements 2 and 8) which is adapted to dispense a quantity 
of a fluid contained therein on movement thereof relative to the holder and further 
includes a dispensing counter means (13) for counting the number of quantities of the 
fluid dispensed, the holder having a molded plastic body (1) with inner and outer 
surfaces, the inner surface bounding a cavity adapted to receive the dispensing 
container system (the combination of elements 2 and 8) and the body (1) to advance 
the dispensing counter means to indicate the dispensing of a quantity of the fluid, 
wherein the body (1) is formed with an outlet port in communication with the cavity such 
that the fluid dispensed from the dispensing container system (the combination of 
elements 2 and 8) is dischargeable there through, and wherein an aperture (20) extends 
through the body fro the outer surface to the inner surface in alignment with the counter 
advance means (17). (Figure 2). 
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As to Claims 2-4, 11,15, 19-21, 24, and 30, Rand discloses the recited 
particulars of the counter and advance means, wherein the counter (13) and the ratchet 
elements of the advance means (17) are utilized to actuate the medicament to the 
patient and advise the patient of the amount of medicament remaining. (Figure 2). 

As to Claims 5-10, 12, and 23, Rand discloses the recited orientation of the 
dispensing container system (the combination of elements 2 and 8) to prevent 
unwanted rotations. (Figure 2). 

As to Claims 13, 14, and 16-18, Rand discloses the outlet port of the holder 
forms a nozzle for insertion into the nose of a patient (Page 8, Lines 8-1 1 ). 

As to Claims 25-29, 31, and 32, Rand discloses the container (2) has an outlet 
member (6) and a container member (the region holding the medicament) which 
contains the fluid and is movable relative to the outlet member to dispense fluid from the 
outlet member. Further Rand discloses the use of stand (10) to support the container 
(2) in operation. 

Claim Rejections - 35 USC § 103 

3. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 
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4. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

5. Claims 22 and 33 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Rand et al. (WO 98/56444). 

As to Claims 22 and 33, Rand disclose a holder for an inhaler comprising all the 
recited elements, yet does not expressly disclose the use of injection molding. 
However, at the time the invention was made the use of injection molding in the 
formation of inhalers was well known for the ability to enable the uniform construction of 
the device thereby lowering the costs associated with manufacture. Therefore, it would 
have been obvious to one having ordinary skill in the art at the time the invention was 
made to construction the holder for the inhaler via injection molding as this process 
enabling higher product production as the Applicant has done. 

6. Claims 34 and 35 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Rand et al. (WO 98/56444) in view of Keane et al (WO 02/00281). 

As to Claims 34 and 35, Rand discloses a holder for an inhaler comprising all the 
recited elements, yet does not expressly disclose the use of a separate outer cover to 
protect the holder assembly. However, at the time the invention was made the use of 
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an outer cover to protect the holder assembly was well known. Specifically, Keane 
discloses a mouthpiece cap (28) and an exterior housing (the combination of elements 
26 and 20) utilized to prevent contaminates from entering the mouthpiece and a an 
exterior housing to provide a supportive environment to the holder against drops and 
damage (Figures 1 and 2). Therefore, it would have been obvious to one having 
ordinary skill in the art at the time the invention was made to modify the device of Rand 
to include the outer cover, as taught by Keane to protect the holder device and 
medicament of the inhaler. 



Conclusion 



7. The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. 

Blacker (6,142,339) and O'Leary (6,701 ,917) 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Annette F. Dixon whose telephone number is (571) 272- 
3392. The examiner can normally be reached on Monday thru Friday. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Justine Yu can be reached on (571) 272-4835. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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Examiner 
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